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MEMORANDUM OF UNDERSTANRING 
Between the 

FOOD AND DRUG ADMINISTRATIONS 
CENTER FOR BIOLOGIC3 EVALUATION AND RESEARCH 

and the 
NAiIOyAL INS’IXTUTES OF HEALTH 

NATIONAL INSTITUTE OF NEUROLOGICAL DISORDERS AN-D STROKE 

I. PURPOSE 

This Memorandum of Understanding (M0I.Q between the Food and Drug Administration/Center 
for Biologics Evaluation and Research (FDAKBER) and the National Institutes of 
Health/National Institute of Neurological Disorders and Stroke (NIW NINDS) provides a 
framework for coordination and collaborative efforts between these two entities, which are both 
components of the Department of Health and Human Services. This M@J~also provides the 
principles and procedures by which information sharing between FDAKBER and NIIVNINDS 
units shall take place. 

II. BACKGROUND 

FDA and NIH are sister agencies within the Department of Health and Human Services. Both 
FDA and NIH exist and work to protect the public health but have different statutory mandates 
and responsibilities. 

FDA is a science-based regulatory agency responsible.for protecting the public health through 
the regulation of food, cosmetics, and medical products, including human drugs, biological 
products, animal drugs, and medical devices. FDA administers the Federal Food, Drug, and 
Cosmetic Act and relevant sections of the Public Health Service Act, among other statutes. 
Among its duties, FDA reviews and monitors the use of investigative articles in ,cIinical studies, 
conducts on-site inspections of biomedical research, approves pre-market applications, conducts 
regulatory research, conducts iqpections of manufa&uring facilities, and monitors post- 
marketing adverse events, FDA also refers civil and criminal cases to f&Department of Justice 
to enforce applicable laws and regulations. Within FDA, CBER’s mission is to protect and 
enhance the public health through regulation of biological and many combination products 
according to statutory authorities. The regulation of these products is founded on science and 
law to ensure their purity, potency, safety and efficacy. 

The NIH is the Federal focal point for biomedical research in the United States. The NIH 
mission is to uncover new knowledge that will lead to better health for everyone, NIH works 
toward that mission by conducting research in its own laboratories; supporting the research of 
non-Federal scientists in universities, medical schools, hospitals and research institutions 
throughout the country and abroad; helping in the training of research investigators; and 
fostering communication of medical information. Within the NIH, tbe NINDS is the nation’s 
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leading supporter of biomedical research on disorders of the brain and nervous system. The 
mission of the NTNDS is to reduce the burden of neurological disease. To achieve this mission, 
the NlNDS conducts, fosters, coordinates and guides research on the causes, prevention, 
diagnosis and treatment of neuroIogica1 disorders and stroke, including basic research in reIated 
scientific areas. 

NIH’s and FDA’s respective missions to protect the public health’are complementary and may 
overlap depending upon the subject matter. The agencies work collaboratively to protect and 
improve public health, Sometimes FDAKBER or NIHMNDS may have information that could 
be useful to the other unit in that unit’s performance of its responsibilities. Timely sharing of 
information between NIH/NINDS and FDAKBER is therefore critical to protect and improve 
the public health. 

III. SUBSTANCE. OF AGXEEMENT AND RESPONSIBILITIES 
OF EACII AGENCY 

A. Coordination and Colkzborqtion Reiutive to Public Health Activities 

It is mutually agreed that: 

1. FDAKBER and NIH/NINDS will coordinate and collaborate with eaeb other to 
protect and improve the public health. To achieve this, each unit will utilize theexpertise, 
resources, and relationships of the other in order to increase its own capability and\ readiness to 
respond to situations. In addition, each unit will designate central contact pointsto coordinate 
communications from the other, dealing with matters covered b$ this agreement, 

2, Each unit will particip$e in periodic joint meetings to promote be#er ccnrnnunication 
and understanding of regulations, policies, and statutory responsibilities, and to serve as a forum 
for questions and problems that may arise. 

3. Each unit will notify the other when issues of mutual, coneem become evident to the 
extent such notification does not interfere with the public health, oversight, enforcement, or 
compliance responsibilities of the notifying agency. 

4. Each unit will work to execute the Implementation Work I&n (AppendaS) 

5. This agreement does not preclude NIWNWS or FDAKZBER from entering into other 
agreements which may set forth procedures forspecial programs which can be handled more 
efficiently and expertly by other agreements. 

El. Principles and Procedwes for the Sharing of iVon-Public Informatim 

FDAKBER and NWNINDS agree that the following principles and procedures will govern the 
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sharing of non-public information between the two units. 

FDAJCBER and NBYNlNDS agree that there should be a presumption in favor of tW and free 
sharing of information between FDMCBER and NXKMNDS. As units of sister public health 
agencies within the Department of Nealth and HumanServices, FDAKBER and NII-VNINDS 
Iegally may share with each other most information in their possession, including non-public 
information in electronic databases. Both units recognize and acknowledge, however, that it is 
essential that any non-public information that is shared between FDAJGBER and ~NIIVNINDS 
whether in writing or orally must be protected ?rom any disclosure that is notauthorized-by law 
or regulation. See e.g., 5 U.S.C. $ 552; 5 U.S.C $ 552a; 18 U.S.C. 5 1905; 2.1, U.S.C. $331(j); 
2 1 C.F.R. Parts 20 and 2 1. Safeguards are impdrtant to protect non-public information shared, 
such as trade secrets and confidential commercial information; identities of study participants 
and other personal privacy information; privileged and/or pre-decisional agency information; 
research proposals, progress reports, and/or unpublished data; or information protected for 
national security reasons. Such safeguards also help ensure FDAkBER’s andNIIi/NINDS’s 
compliance with applicable laws and regulations. 

To facilitate the sharing of non-public information with each other, FDAKBER and 
NIWNINDS are implementing procedures to ensure, at a minimum, that such sh?ring is indeed 
appropriate and that the recipient unit guards the confidentiality of all information received.’ It is 
incumbent upon both units to respond to requests for information in a complete and timely 
manner, consistent with budgetary and resource constraints, and to the extent permitted by law, 
regulation or agency policy and practice. The unit receiving shared nor&public information shall 
be responsible for protecting that information from any unauthorized disclosure. Additional 
information-sharing provisions, none of which shall preclude the sharing orally of non-public 
information in accordance with applicable statutes or regulations, are set out below: 

1. The requesting unit must specify, in writing’, the information requested (to facilitate 
identification of relevant information) and provide a brief statemeut of why the information is 
needed. This request shall state which internal unit offices and/or individuals are requesting the 
information. A model request letter is attached. Upon mutual agreement% FDG/GBER and 
NIIWNINDS may modify the request letter appropriately, e.g., to,permit the sharing of related 
non-public information over a specified period of time. 

2. The unit receiving the request shall, based upon the request described irk section III B 1 
above, determine whether it is appropriate to share the requested non-public information, For 
example, a unit should decide not to share information if it has credible information and a 
reasonable belief that the requesting unit may not be able to comply with applicable laws or 

’ It is assumed that each agency has implemented or will implement all data and infornWion secmity statutory, 
regulatory, poIicy, or procedural requirements and has im&.%men&d or will implement, to the extent necessary and 
practicable, all data and information security recommendations suggested by the other agency. 
2 The term “writing” used throughout this MOU includes a writing by electronic means. 
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regulations governing the protection of noa-public information or with the principles or 
procedures set forth in this MOU. If a unit decides not to share information, it shall describe to 
the requesting unit the reasons, for such decision. 

3. The requesting unit shah comply with the following conditions: 

a. The requesting unit shall limit the dissemination of shared non-public information it 
receives to internal unit ofkes and/or employees that have been i~dentifiedin its written request 
and/or have a need to know. The unit official who signs tbe%quest le#er shall be’ responsibIe 
for ensuring that there are no inappropriate recipients of the information. 

b. The requesting unit shall agree in writing, by using the mo$el request letter(or a 
reasonable, mutually agreed upn facsimile), not to disclose any s&red nbn-public information 
in any manner not authorized by faw or regulation, ineluding disclosure in publkations and 
public meetings. Xf the requesting unit wishes to-disclose shared -i~~o~a~~on that .the sharing 
unit has designated as nonpublic, it shall Grst obtain the written permission of the sharing unit. 
If the requesting unit receives a’Freedom of Information Act (KIti) request for the shared 
information, it shall: (a) refer the request to the information-sharing umt for that unit to respond 
directly to the requester regarding the releaseability of the information, and (b) notify the 
requester of the referral and that a response will issue directlyfiom the other unit. 

c. The unit that shares non-public inI?xmation shall irklude a .tran~mittaf letter along 
with any agency information shared. The transinitta~ letter shall indicate the type of information 
(e.g., confidential commercial information, personal privacy, or preedeckional). A model 
transmittal letter is attached. The shared docur$e~ts containing non-pulilic.infonn~tion should 
be stamped “‘Do not disciose wi(houtgermissian of C’BUFDA or ~~~~~~~~‘~ as is . 
applicable. 

d; The requesting unit shall prompdy notify the contact person or.desi~ee of the 
information-sharing unit when there is any attempt by a third party to &%&shared non-public 
information by compulsory process, inchrding, but not limited to, a FOIA request, subpoena, 
discovery request, or litigation complaint or motion. 

e. The requesting unit shall notify theinformation-sharing unit before complying with 
any judicial order that compels, the release of shared non-public informatiun, so that the units 
may determine the appropriate measures to take, including, where appro$iate, the filing of a 
motion or an appeal with the court. 

3-V. NAME AND ADDRESS OF PARTICIPATfNG UNITS 

A. Food and Drug Administration 
Center for Biologics Evaluation and Research 
29 Lincoin Drive (HFM- 1) 
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Bethesda, MD 20892-4555 
Telephone: (301) 827-0548 
Fax: (309827-044'0 

B. National Institutes of Health 
National Institute of NeuroIogical Disorders and Stroke 
Building 3 1, Room 81452 _ 
3 1 Center Drive MSC 2454 
Bethesda, MD 20892-2540 
Telephone: (30 1) 496-3 167 
Fax: (301)496-0296 

Liaison Officers will participate in the management, coordination and oversight of this 
agreement and the attached Implementation Work Plan. The Liaison Officqs will constitute 
a Steering Committee comprised of an eclual number of member representatives from the 
FDA-CBER and the NIH-NINDS. Two Liaison Officers, one designate from each 
participating agency, will serve as co-chairs of the Committee. 

Member appointments shall be authorized by the signatories to this agreement md shall last 
for a period of one (1) year, unless renewed by mutual, written agreemeat by the signatories. 
Thk Liaison Officer Steering Committee-shall meet at least once evqy six months for the 

first year of this agreement and then at least once annually thereafier to review the progress 
of this agreement, resolve any issues, and di;slputes that may arise, re-direct specific activities 
set forth in the Work Plan, and oversee necessary modifications to the agreement. 

A. A. ForFfDA/CBER 

Kimberly Benton, Ph.D. 
Chief, Cell Therapy Branch 
Division of Cell and Gene Therapy 
Office of Office of Cellular, Tissue and Cene Therapies 
Center for Biologics Evaluation and Research 
US Food and Drug Administration 
140 1 RockviIle Pike 
WOCl f Room 209N 
Mail Code: HFM-720 
RockvilIe, MD 20852 
Telephone: (30 1) 827-5 102 
Fax: (301) 827-9796 
E-Mail: BentonK@cber,fda.gov 



Mercedes Serabian, M.S. 
Chief, Pharmacolog$Toxicology Review Branch 
Division of Clinical Evaluation and Pharmacology/Toxicology 
Office of Cellular, Tissue and Gene Therapies 
Center for Biologics Evaluation and Research 
US Food and Drug Administration 
1401 Rockville Pike / Ste 200N 
WOCl /Room 223N 
Mail Code: HFM-760 
Bethesda, MD 20892 
Telephone: (301) 827-6536 
Fax: (301) 827-9796 
E-mail: Serabian(iilcber.fda.gov 

Donald W. Fink, Jr., Ph.D. (alternate) 
Cell Therapy Review Branch 
Division of Cell and Gene Therapy 
Office of Cellular, Tissue and Gene Therapies 
Center for Biologics Evaluation and Research 
US Food and Drug Adtiinistration 
1401 Rockville Pike / Ste 2OON 
WOCl /Room 201N 
Mail Code: HFM-715 
Bethesda, MD 20892 
Telephone: (301) 827-5153 
Fax: (301) 827-9796 
E-mail: finkd@cber.fda.nov 

B. For NIIIXYINDS 

Robert Finkelstein, Ph.D. 
Director for Extramural Research 
National Institute of Neurological Disorders and Stroke 
National Institutes of Health 
Neuroscience Center, 6001 Executive.BIvd. Room 2143 
Bethesda, MD. 20892 
Telephone: (301) 496-9248 
Fax: (301) 402-4370 
Email: rf45c@nih,gov 



Paul Scott, Ph.D. 
Director, Office of Science Policy and~Planning 
National Institute of Neurological Disorders and Stroke 
National Institutes of ReaIth 
Building 3 1, Room 8AO3 
Bethesda, MD. 20892 
Telephone: (301). 496-927 1, 
333X: (301) 480-9172 
Emai I: ES 199u@nih..Pov 

Robert Baughman, Ph.D. (alternate) 
Associate Director for Technology Development 
National Institute ofNeurological,Disorders and Stroke 
National Institutes of Health 
Neuroscience Center, 6001.Executive Blvd. Room 2137 
Bethesda, MD. 20892 
Telephone: (301) 496-1779 
Fax: (301) 40211502 
Email: rbl75v@nih.nov 

This agreement btiomes effective upon signature of both units and will cantiqre for five years. 
It may be modified by mutual consent or terminated by either agency upen 120: days written 
notice. Not later than 120 days prior to the expiration of this-agreement, each @it will provide a 
recommendation regarding the,‘extension of tbe agreement, i~cIu~ug ~~~~ca~o~s if any. 

APPROVED AND ACCEPTED FOR 
NATIONAL INSTITUTES OF HEALTH 
National Institute sf Neurological 
Disorders and Stroke 

Audrey Penn, . IQD . 
Acting Dir&or 
National Institute crf 
Neurological Disorders and Stroke 
National Institutes of Health 

APPRUVED b ACCEPTBD FOR THiZ 
THE-FOOD AND DRUG ADMJNISTRA’I’I0N 

atian and Research 

Center far Bi&@~~ Evtiuation and 
Resear& 
Food and Drug A~~i~~atiun 

Date: I)atc 
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ATTACHMENTS: 
Model Request Letter 
Model Transmittal Letter 

APPENDIX: Implementation’ Work Plan 

ATTACHMENTS 

Model Language for Request from FRAKBER 

The Food and Drng Administra~on/Ce$er .for siologics Evaluation a&Research (FDAKBER) 
requests the following information from. the Nationai Institutes of Health, National Institute of 
Neurologicai Disorders and Stroke (NIl+!NIhIDS) for the folIowing purposes: [1&rrifi 
informalion and purpose] . 

FDAlCBER agrees that it will not disclose any information that $II&&II?%X4 shares with it an# 
designates non-public without prior w&ten permission from NITH$NDS and that FDAKBER 
will comply with the principles and procedures set forth in the JVlemor&dum oE Understanding 
on information sharing between FDAKBER and NIEVNINDS dated [‘-nsert t&& q;OU between 
FDMCBER and NIN%NuvDS iqitiat&dl. FDAKBER acknowledges that ap$cable laws and 

,regulations may govern the disclosure o^f such information. See, .eg,, 5 U.S.C 8 552; 5 U.S.C. $ 
552a; 18 U.&C. $ 1905; 2 I USC. $33 l(j); 21 %Z.F,R, Parts 20 and 21. 

FDAKBER wilI Iimit disserninatjon of any shared information to the following F&4/CBER 
offices and/or employees, unless it identiges additional FDAKBBR empfoyees who have a need 
to know the non-public information: [Idem@ office(s) and/or employee@)] 

Name Date 
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[Signature and Date by FDAKBER official with requisite responsibilityand authority.] 

Model Language.for Request from IWWNIENk3 

The National Institutes of Health/National Institute of Neurological Disorders and. Stroke 
CNM/NmDS) requests the following ~nformatmn from the Food and Drug Administration/Center 
for Biologics Research and Review (FDAKBER) that for the following’purposes: (I’iientiJL 
information andpurpose] 

NIWNINDS agrees that it will not disclose any infcqrnation that FDMCBER shares with it and 
designates nonpublic without prior written permission from FDA/GBER and that NM/NINDS 
wiIl comply with the princifiles and procedures set forth in the ~emor~dum of Understanding 
on information sharing between,NIIHMNDS and FDAKBER dated 
NIWNINDS acknowledges thatapplicable laws and regulationsmay govern the’d&?&ure of 
such information. See, e.g., 5 U.S.C. $552; 5 Uk3.G. 9 552a; 18 U.S.C. 6 1905;~25- U.S.C. 5 
331(j); 21 C.F.R. Parts 20 and 21. 

NIWNINDS will limit dissemination of any shared information tu the following J?B-LWnVDS 
offices and/or employees, unless it identifies Bdgtional NlWNXNDS employees who have a need 
to know the non-public information: [fd&atzB o$j%e(s] andYor empZoje,e{s# 

[Signature and Date by NWNJHDS official with requisite responsibility .and authority,] 

Model Transn$ttal letter from NIHB%NlXi to F’DNCBER 

This letter accompanies information that the Natiunal Institutes of Nealth&-&@ional 
Institute for Neurologioal Disorders and Stroke (&IfHmS) & sharing with the Food and Drug 
Administration/Center for Biologics Evaluation and Reseamh (FIWGBEB) in respotise to 
FDAXBER’s request, dated . This information contains one or mo&of the 
following categories of non-public information, including information the disclosure of which 
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may be prohibited by law: 

confidential research proposals, progress reports, and/or unpubhshed data; 
1 privileged or pm-decisional agency information; 
- trade secrets; 
- confidential’ commercial or financial informat@n; 

infarmation the disclosure ofwhich would constitute a,cIeariy 
- unwarranted mvasion of persond‘privacy; 

I 

_ informstion contained in records subject to the Privacy AGO 
__ information contained in the mter-agency or ~~~-a~en~y,~e~or~da; 
-. records or informstion compiled for law enforcementpurposes; 
- information protected for-national security reasons; or 

other (explain). A . 
- 

FDAKBER shall notify the contact person or designee of IQXU%lNDS if t&r-e are any 
attempts to obtain such shared non-public mformation by compulsory pmcess,~i&udin.g, but not 
limited to, Freedom of Information Act requests, subpoenas, discovery mquests, and Iitigation 
complaints or motions. 

FDAXBER shall notify$VE%WND S before complying-with anyjud.iciaf order that 
compels the release of such shared nonpublic information so that FRA&BER an&or 
NTIWVINDS may take appropridte measures, including filing a motion with the court or an 
appeal. 

By a signed request letter dated , lX&W@ER has agreed nott;oGscIoae the> above- 
described shared non-public information without prior written pe~~$s~o~~f~~DS. 
FDAKBER has acknowledged that apphcabie laws md regulations may govern 
such information. See, e+, 5 U.S.C. 3 5.52; 5 U&c. $552a; 18 U&C, 4 1905; 21 U.S.C. 3 
331(j); 21 C.F.R. Parts 20 and 22. . 

FDAKBER has also agreed to comply wiWhe,principles and proe@ur@ set ,fortb in the 
Memorandum of Understanding 0x1 information sharing between FDAKBER and’~~S, 
dated * 

This Ietter accompanies information that the Food and Drug AdmmistrationKenter for 
Biologics EvaIuation and Research (FDA/CBER) is sharing .with the National Institutes of 



Health/National Institute for Neurological Disorders and Stroke (NIHNXNDS) in response to 
NIHLNNDS’s request, dated I. This mformation contains one or more ,of the following 
categories of non-public information, imcludirrg information the disclosure of which may be 
prohibited by law: 

- 
- 

trade secrets; 
confidential commercial or financi&I information,; 
information the disclosure of which would constitute a clearIy 
unwarranted invasion of personal privacy 
information contatied in records subject to the Privacy Act; 
information contained in inter-agency or intra-agency memoranda; 
records or information compiled for law enforcement purpdses; 
information protected for nation& security reasons; or 
other (explain). 

-S shall notify the contact person or designee of FDAKBER if there are any 
attempts to obtain such shared non-public information by compulsory process, including, but not 
limited to, Freedom of Information Act rec$ests, subpoenas, iiiscoveryrequests, and litigation 
complaints or motions. 

MHINNDS shall notify,FDAKBER before.complying with any judicial order that 
compels the release of such shared non-public information, so that FDAKBER and/or 
NIWNINDS may take appropriate measures, Wuding fiIing a motion with the crrurt or an 
appeal. 

By a signed request letter dated -9 NM/NFNDS has agreed root to disclose the 
above-described shared norr-public information w&&prior &&ten permission of FDNCBER. 
NM/NINDS has acknowledged that applicablelaws and regulations mai govern the disclosure 
of such information. See, e+g., 5’U.S.C. $ $52; 5 U.&C. $ 552% 38~U.S.C. Q lSQ$;tl U.S.C. 15 
33 l(j); 21 C.F.R. Parts 20 and 2 t. US has. also agreed to comply with the’ principles 
and procedures set forth in the Memorandum of Understanding on informatiorr between 
FDAKBER and NTHININDS, dated * 



APPENDIX 

IMPLEMENTATION WORK PLAN. 
FOR THX 

NATION& INSTXTUTEi3 OF HljXLTH. . 
NATIONAL INSTITU’tE OF NEUi@LOGICAL ZXSoIRjjERS AND STROKE 

Introduction 

The Food and Drug AdministrationKe;nter for Biologics Evaluation and Xesearch (FDAKBER), 
and the National Institutes of Heal~~a~ional,Institute of Nqxojogical Disorders and Stroke 
@UIHNNDS), have establisheh a forr&l collaborative arrangement. The principal goa of this 
interagency working relationship is to expeditci: translation of basic res&rch itivotving promising 
biological therapies to well-designed cJinica1 studies for the treatment elf fieumbgical disorders 
and provide complementary support and expertise to enable each agency ta bet& fulfill~its 
public health mission. 

This ImpIementation Work Plan itemizes specific projects and activit@$ that ,constitute the 
substance of the collaborative arrangement between&e two ag~r.scies, qd is @ended to serve as 
a general working plan for FDAKXER and NJ$i/NINDS staff, Icdividu&- &&sated by each 
agency to serve on interagency ,worl&g groups will define the specific onteomeq,completion 
timeframes, mechanisms of interaction, and ot&r considerations associated with each project 
and activity. The relative priority of each projeet’activity is iden&ed by the Eqtiters “I”, for 
immediate (within 3 months), “S” for short-ted (within 6-12 months), and “.I.,” for long-term 
(beyond 12 months). 

This agreement will be implemented on an incremental basis subject to:available organizational 
resources and mutual determination of the feasibility and anticipated. benefit(s) of individual 
activities. Moreover,. both part&s- have. agreed “that,’ whenevef appropriate and+ssibIg;, 
interagency activities should be evaluated p&odically-to determine whether the benefits realized 
justify continuation or expansion of the. activities conducted under this a@eement. Success of 
this collaboration may lead to similar arrangements between other FDA and NIH units in the 
future. 



The Working Group and the MOU will be supported in the budgets of bot& $~d BDAKBER and 
NIWNTNDS in order to fund related activiti&, but are not eqpected to;invbfve the exchange of 
funds. These activities will be,plarined iIjl advance and budgets project&d prior to the start of the 
fiscal year. 

l Initiate a series of introductory meetings and orientation briefings to acquaint FDAKBER 
and NU-UNINDS personnel’ with each agency’s statutory obligation$, prog+ns, operational 
capacities, policies, processes, eic. relevant to this agreement, FJ 

l Identify key contact persons at each agency, and prepare a cor?act/referral directory to 
facilitate interagency communication and information exchange, [X] 

l EstabIish a hyperIink between existing FDAKBER and NIH/NP@§ Ent&net websites to 
facilitate rapid access to routine and late-bseakkg information,ofmtituaf k@r&. [I] 

l Establish an inter-agency forum for regular sharing of inform&ion reMed trt qew research 
initiatives by both agencies,’ investigational new dnrg and market appllications for significant 
new products pending with FDA&&ER, emerging pubIic.health issue &j emergencies, and 
policy development. Stem cells as cellular xepiacement theqGes &d~.gene kansfer represent 
two specific examples that qouid serveas case studies to identify dptimal ‘working practices 
for bo@ agencies to monitor an issue from ?he conceptual stage throwgh 
research/development and c!inical testing. [Sj 

l Use the inter-agency forum to shqre information on clinical resea~elWn&s.fo~ treating 
neurologic disease that involve stem cells, gqne transfer $herapy.aid o&z therapeutic 
bioIogics such as recombinant proteins and.monoclonal antibodies. Other inlfotiation that 
may also be, shared includes ,status updateg on lWI/W,NDS initiatives z&d tinding of pre- 
clinical studies intended to p;ramote development ofnove1 biolbgic. therapqks for treating 
neurologic disorders, as weli as advance notice of plans/agenda items for FDtiCBER 
committee meetings and workshops. fS] 

l Assess the possibility of FDA/CBEII- and NX-S experts serving as Fefleral 
“facilitators” to oversee stateiof-thwart advances in cellular and gene-tiansfer tqchnofogies 
and therapeutics for treating tieurological dysfunction through direct interac$ions with 
clinical investigators, product devel@ers, scientific researkhers, etc; 0~ function of the 
facilitators would be to provide infu&&iqn on regulatory process and research tinding to 
the commercial and academic research sectors, and to relay informat@ one emerging 
products, in both the conceptual and development stage, 73ack to NIkVMHDS atid 
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FDAKBER, with the goal of acccelerating the flow of new, safe, and elFfecQve products from 
the research and devefopment arena to the clinical environkent. [L] 

B. JTducation 

l Staff jointly (by NBVMNDS and FDAKBER personnel) e&ibitor’s booths at national and 
international scientific or $linical~mee~ings. This will enabIe FDAXBER’staff to interact 
directly with N IIWNINDS: grantees in order to provide &formation about the regulatory 
review process to academic investigators, and to increase the visibility of FDA&BER in the 
scientific community. [I] 

l Present reciproca1 in-house seminars to FDA/CBER and Nlff/NEN”ITS staff regarding the 
managed review regulatory process and the development of f&era& funded research 
initiatives and programs specifically app&able to the use of biologic therapies to treat 
neurological conditions and disorders. [S] 

. Invite FDAKBER staff to $tend, participefe in and/or present at ,NIH/N~S-organized 
workshops and National Advisory Neurological Disorders and Stroke Council meetings, 
particularly when stem cells, gene transfer therapies or other refated issues are under 
discussion. [S/L] 

l Develop presentations on FDAKBER requirements for conducting clinical trials involving 
fetal tissue and stem cell transpbmtation as well as gene transfer therapies to target 
investigators receiving NImmI)$ fundjng. Topies to be covered would include the 
extent of proof-of-concept and ph~aco~ogic~t~~col~gi~a~ pre-clinical &&ng expected 
with respect to determining target dosing and safety. SucbpresenWions wouXd be dehvered 
at conferences such as the an.nuril meetings of the Americ& Academy of! Nkurology, the 
American Neurological Association, the Society for Neuroscience,:the Congres!r of 
Neurological Surgeons> the American Society for Neural .Tram@&&.ion and Repair, as 
well as the annual SBWSTTR meeting, the! bi-annual AS~~~~~,~te~~~j~~~ . 
Symposium on Neural Regeneration, other stem cell meetings acid; relevant Gordon 
Research Conferences. 

l Provide reference documents that describe the FDAKBER investig,atiund product and 
market approval processes for use by NImINDS progmm staff and reviewers in 
conferring with prospective research grantees and contractors to he-& them pfan their 
clinical studies to conform to FDA&3ER .&uidances and regulations -where Bppropriate. 
Compliance with FDAKBER requirements will- eliminate duplication of e@ort, and 
streamline the process for adademic clmical investigators seeking ~~~~~S tiding to 
conduct clinical studies that require an IN1). [S/L] 
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Review the feasibility and utility of live, jointly-produced video-~deconf~ences using 
FDAKBER and/or NIH/NTNDS fa$lities to communicate with eabh agenzy’s constituencies 
on topical areas of interest, fast-moving events, new research and regulatory initiatives, etc. 
PI 

C. Resource Levera&a arrd Staff CoIlablrratEons 

Encourage collaborations between NXWNWDS and FDAKBER specitihsu+; these could 
include rotations and service detaiis-of FDAKZBER scientists and~kiinicians in extramural 
and intramuraI divisions of NImI-NDS, and of.NBW N INDS scientific staff and program 
directors in FDAKBER regulatory of%ces. Such exchanges couId promote a better 
understanding of the practices unique to each agency and,enbance .scientifi&.exchange. [Sj 

Provide the opportunity for FDAKBER scientists and reguktory process, experts to @ tend 
NIH&UNDS reviews of research applications, where they could provide vatuable technical 
input to the reviewers. In turn, this at wotild enable FDAKBER product reviewers to gain 
insight into M m -e directions in research and product development, and to anticipate and 
prepare for scientific and clinical’issues associated with fi&ure.product applications. [S] 

EvaIuate the feasibility of estabkhing a co-ordinated and efficient submission and review 
process for those clinical applications requesting NIHMNDS funding and requiring 
submission of an IND to FDAKBER. [SLUJ r 

D. Poficv SDeveIoument 

Promote communication and consultation on seIect policy issues and guidanCe documents of 
particular interest and relevance to reseamhers, consumers ar~Vor health careprofessionals 
that involve novel celM3r or gene transfer therapies posing a pot&&4 health risk to the 
general public, or that relate to research and regulatory processes affecting th& pace of 
translating research from bench-top to bed-side. For example, during drafting of policy 
documelits such as FDA Guidance fur Industry or NIH Points-to-Consider relating to cell or 
t issue-based therapy or gene transfer, each agency is encouraged to.seek ixiput from the other 
so that modifications can be made prior to me’ formaI clearance process. [I] 

E. Promotion of lntejralrencv Joint Reviews 

Invite FDAKBER input and, recommendations during the development ofNIH/NINDS- 
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initiated Requests for Applications (RFA) and Program Armouncements (PA) that target 
relevant or essential research areas to foster and support the development of biologic tissue, 
celfular and gene transfer:therapies for treating neuroiogic &fsease. [I] 

l Provide for NIH/NINDS experts to participate in pre-decisional evaluation of selected 
relevant Investigative New Drug Applications seeking FDAKBER authorization to conduct 
clinical studies involving novel biologic products whose scienti,fic and- c&.&al aspects may 
be complex or controversial. [S] 

l Investigate the feasibility of allowing FDA/CBER staff with appropriate expertise .to 
participate as members of ihe NII@GNDS Stern Celf Working Group; FDA.&BER 
regulatory review scientists will see the types of grants l%nd$d by ~~~~S, and they 
could help identify important areas of research noi being funded that FuuId &ilitate the 
development of biologic products for treating neurological disorders, [SLj 

0 Create an opportunity for EDMZBER medical of%cers with appropriate clinical training,to 
serve as a consultant to the Clinical Trials Group ai NIFVNINDS. [S/L] 

l Provide advice on candidate nominations for appointment to FDA/CBER and NII+I/N~S 
review and planning bodies. [S/L] 

F, Joint Sponsorship of State&-&fence Wo~~hu~s~~~~~ere~c~s 

l Provide for participation by FDAKBER ~~larory.policyim~~s”and program officials in 
NIIYNINDS sponsored conferences that involve cell and gene transfer, Contibufiorrs from 
FDAKBER may include: (1) pa&cipation in formal worl&hops, (2) individtial 
presentations, (3) use of existing yideotaped FDA teleconferences .OXZ selected regulatory 
policy and process issues, a$ technology tmnsfer. In turn, ~~S’~~~will p+cipate 
in FDAKBER-sponsored workshops a&conferences on r&want tissUe; s&m cell md gene 
transfer biologic therapies for treating neurologi& &&unetion. Coll&orative di$eussions and 
planning between NIFUNJNtjS and FDAKZBER, could serve to focus the form and content of 
information and ensure appropriate coverage by both agencies at key% extramurait conferences 
and meetings. [I/S] 
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